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DETAILED ACTION 
Acknowledgements 

The Examiner acl^nowledges tine reply filed 1 1/21/2008 in which claims 3-4, and 
8-12 were amended and new claims 13-25 were added. Currently claims 3-4 and 7-25 
are pending for examination in this application. The Examiner also acknowledges the 
amendments to the specification. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 3, 7-10, 12, 15-16, 20-21, and 24 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Feiring (USPN5,236,413). Feiring discloses a method and 
apparatus for inducing the permeation of medication into internal tissue. 

Regarding claims 3, 7-10, 12, 15-16, 20-21, and 24, Feiring discloses an 
apparatus (Figure 1) capable of enhanced and controlled delivery of a biologically active 
agent into the spinal structures and/or the brain of a mammal, particularly a human 
being that circumvents the blood brain barrier, comprising: an agent drug delivery 
device(Figures 3-3a, 14) implantable via catheter (10) to the epidural space of the 
mammal, a drug reservoir (inside space of 14) with impermeable parts (wall 14, 12a) 
and permeable parts (pores 30), a donor iontophoresis electrode (28) also implantable 
to the epidural space of the mammal, a receptor iontophoresis (13) electrode that is 



Application/Control Number: 10/687,816 Page 3 

Art Unit: 3763 

constructed and capable of being arranged to be positioned at a determined internal or 
external position of the mammal's body (Figure 4) but in complementary energy gradient 
positioning to the first electrode, means for providing a potential gradient (44) so that 
delivery of the biologically active agent is delivered in a direction from said first 
electrode means directly into the spinal structures and/or the brain thereby essentially 
bypassing the blood brain barrier of the mammal, and thereby delivering said 
biologically active agent to the spinal structures and/or to the brain of said mammal 
(Figures 1-4, cols 1-2). 

Claim Rejections - 35 USC § 102 

Claim 4 is rejected under 35 U.S.C. 102(b) as being anticipated by Shapland et 
al. (USPN5,807,306). Shapland et al. discloses a polymer matrix drug delivery device. 

Regarding claim 4, Shapland et al. discloses an apparatus (Figure 10) capable of 
enhanced and controlled delivery of a biologically active agent into the spinal structures 
and/or the brain of a mammal that circumvents the blood brain barrier, comprising: an 
agent drug delivery device (110) implanted via catheter and capable of being placed in 
the the epidural space of a mammal; a phonophoresis device (108) implanted to the 
epidural space of the mammal; a power source to deliver a potential gradient so that 
delivery of the biologically active agent is accomplished in a direction from said 
phonophoresis device directly into the spinal structures and/or the brain thereby 
essentially bypassing the blood brain barrier of the mammal, and thereby delivering said 
biologically active agent to the spinal structures and/or to the brain of said mammal 
wherein the phonophoresis device includes an impermeable part (tube under 108), a 
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drug transfer (part fluid witlnin 1 1 2, or 1 1 2) and a piezoelectric transducer (1 08) 
between the impermeable part and the drug transfer part to induce agent delivery in a 
direction from the impermeable part to a drug transfer surface (110) of the drug transfer 
part (Figure 10). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl<ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 11 and 13 are rejected under 35 U.S.C 103(a) as being unpatentable 
over Feiring (USPN5,236,413) in view of Rosenthal et al. (USPN6,524,274). Feiring 
meets the claim limitations as described above except for the swelling drug reservoir. 

However, Rosenthal et al. teaches triggered release hydrogel delivery system. 

Regarding claims 1 1 and 13, Rosenthal et al. teaches a catheter (51) with an 
expandable balloon assembly (54, 55) on the distal end thereof, in which a pH swellable 
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(col 3, In 35-60) hydrogel layer is present as a release substrate for therapeutic agents 
(Figures 1-7c, cols 1-2). 

At the time of the invention, it would have been obvious to use the balloon 
assembly of Rosenthal et al. with the system of Feiring in order to have a sustained 
release substrate for therapeutic agents providing a controller release time frame for 
treatment. The references are analogous in the art and with the instant invention; 
therefore, a combination is proper. Therefore, one skilled in the art would have 
combined the teachings in the references in light of the disclosure of Rosenthal et al. 
(cols 1-2). 

Claim Rejections - 35 USC § 103 

Claims 14, 17 and 24-25 are rejected under 35 U.S.C 103(a) as being 
unpatentable over Feiring (USPN5,236,413) (or Feiring (USPN5,236,413) in view of 
Rosenthal et al. (USPN6,524,274) in view of Shapland et al. (USPN5,807,306). Feiring 
(of the modified Feiring) meets the claim limitations as described above except for the 
specific drug transfer and impermeable part limitations. 

However, Shapland et al. teaches a polymer matrix delivery device. 

Regarding claims 14, 17 and 24-25, Shapland et al. teaches an apparatus 
(Figure 9) capable of enhanced and controlled delivery of a biologically active agent into 
the spinal structures and/or the brain of a mammal that circumvents the blood brain 
barrier, comprising: an agent drug delivery device (90) implanted via catheter and 
capable of being placed in the the epidural space of a mammal; a iontophoresis device 
(100) implanted to the epidural space of the mammal; a power source to deliver a 
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potential gradient so that delivery of the biologically active agent is accomplished in a 
direction from said iontonphoresis device directly into the spinal structures and/or the 
brain thereby essentially bypassing the blood brain barrier of the mammal, further 
wherein the device includes an impermeable part (98), a drug transfer (part fluid within 
92, or 92) and a iontophoresis conductor (100) between the impermeable part and the 
drug transfer part to induce agent delivery in a direction from the impermeable part to a 
drug transfer surface (94) of the drug transfer part (Figures 9A-9B). 

At the time of the invention, it would have been obvious to include the drug 
delivery structures of Shapland et al. to the system of Feiring (or modified Feihng) in 
order to promote controlled drug delivery via the external hydrogel layer. The 
references are analogous in the art and with the instant invention; therefore, a 
combination is proper. Therefore, one skilled in the art would have combined the 
teachings in the references in light of the disclosure of Shapland et al. (cols 1-2). 
Claim Rejections - 35 USC § 103 

Claims 18-19, are rejected under 35 U.S.C 103(a) as being unpatentable over in 
Feiring (USPN5,236,413) view of Lew et al. (USPN5,084,006). Feiring meets the claim 
limitations as described above except for the biosensor. 

However, Lew et al. teaches an iontophoresis delivery device. 

Regarding claims 18-19, Lew et al. teaches an iontophoresis drug delivery 
system (Figure 1) with a control circuit (19) that is provided with a bio-sensor (col 7, In 
50-67) that is used for a bio-feedback system (col 8, 1-20) and drug dosage 
management. 
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At the time of the invention, it would have been obvious to incorporate the sensor 
and control system of Lew et al. to the system of Feiring in order to accurately control 
and treat a patient via an automated system. The references are analogous in the art 
and with the instant invention; therefore, a combination is proper. Therefore, one skilled 
in the art would have combined the teachings in the references in light of the disclosure 
of Lew et al. (cols 1-2). 

Claim Rejections - 35 USC § 103 

Claims 22-23, are rejected under 35 U.S.C 103(a) as being unpatentable over Feiring 
(USPN5,236,413). 

Regarding claims 22-23, Feiring discloses the claimed invention except for the 
specific electrode materials. Lacking specific criticality for the claimed materials, it 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to construct the electrodes of the materials as claimed by Applicant, since it 
has been held to be within the general skill of a worker in the art to select a known 
material on the basis of its suitability for the intended use as a matter of obvious design 
choice. In re Leshin, 227 f. 26 197, 125 USPQ 416 (CCPA 1960). 

Response to Arguments 

Applicant's arguments filed 1 1/21/2008 have been fully considered but they are 
not persuasive. Applicant's Representative asserts that the device of Feiring 
(USPN5,236,413) does not disclose the claim limitations of being implanted into the 
epidural space of a mammal and does not disclose a drug reservoir, impermeable part 
and electroconductive member. 
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Examiner has fully considered applicant's arguments but they are not persuasive. 
It is examiners position that given a careful reading, the claims do not distinguish over 
the prior art of record. 

Examiner asserts that claim limitation of implanting the device within a mammal 
in intended use. It is well established that a recitation with respect to the manner In 
which an apparatus is intended to be employed, i.e., a functional limitation, does not 
impose any structural limitation upon the claimed apparatus which differentiates it from 
a prior art reference disclosing the structural limitations of the claim, see In re Pearson, 
494 F.2d 1399, 181 USPQ 641 (CCPA 1974). Therefore the Examiner asserts that the 
device of Felring is capable of being implanted into the epidural space of a mammal. 
Regarding the drug reservoir, impermeable part and electroconductive member, the 
Examiner asserts that the Felring reference discloses these elements as described 
above. Applicant's claims do not reference the specific location, shape, size or specific 
aspects that overcome the prior art. 

The prior art of record teaches all elements as claimed and these elements 
satisfy all structural, functional, operational, and spatial limitations currently in the 
claims. Therefore the standing rejections are proper and maintained. 

Suggested Subject Matter 

The following claim subject matter is suggested by the examiner and considered 
to distinguish patentably over the art of record in this application and is therefore 
presented to Applicant for consideration: 
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The Examiner suggests furtlier clarification of tlie different drug delivery elements 
with specific reference to their spatial location with respect to each other as shown in 
Figures 2A-2B. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth In 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher D. Koharski whose telephone number is 
571-272-7230. The examiner can normally be reached on 5:30am to 2:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick Lucchesi can be reached on 571-272-4977. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Date: 2/02/2009 

/Christopher D Koharski/ 
Examiner, Art Unit 3763 



/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



